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Introduction

Women with breast cancer have increasingly indicated a desire for more information about

their disease and a need to be involved in decisions about their care. The main objective

of the study is to further enhance information transfer between the physician and patient,

giving women with early stage breast cancer an opportunity to more fully participate in

treatment decision making. In this study, computer-based versions of decision aids (called

Decision Boards) have been developed for the surgical treatment of early breast cancer

and chemotherapy for node-negative breast cancer. The computer versions were based

on previous Decision Boards and have been developed through an iterative process with

focus groups of patients and clinicians. Feasibility testing confirmed good overall patient

understanding and acceptability. The computer versions will now be compared with

standard versions in a randomized trial. We hypothesize that the many advantages of

computer-based versions will improve the versatility of the instrument as well as patient

and physician acceptability.
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Body

Progress was made this year towards meeting objectives as outlined below. Key

accomplishments include: updating of the standard Decision Board for chemotherapy in

node-negative breast cancer and development of a computer version of this instrument.

Field testing of the instrument has been completed and we are now prepared to begin the

randomized trial. Unfortunately, progress this year was significantly delayed due to a

combination of several events beyond our control: i) Strike action at McMaster University:

Employees were on strike for a 6-week period from the beginning of March to mid April,

thus there were no staff available to work on this study. ii) The lack of a research

coordinator: Upon returning to work following the strike action, the research coordinator

resigned. Unfortunately, it took considerable time to hire someone and we were without a

research coordinator for a seven-week period from June 1st to July 23rd, 2001. iii) The

principal investigator sustained a severe injury and was unable to work for a further 6

weeks. iv) Competing trials. The intention was to perform an RCT of computer-based

versions of the instrument for breast cancer surgery, for chemotherapy for node-negative

breast cancer and chemotherapy for node-positive breast cancer. We were relying on

accruing patients with node-positive breast cancer who were eligible for chemotherapy.

Unfortunately, a large multi-centered randomized trial was initiated in Canada in node-

positive breast cancer making it difficult to use our instrument at our Center. As a result,

we have had to reconsider the trial focusing primarily on the breast cancer surgery

instrument and the chemotherapy for node-negative breast cancer instrument. This forced

us to go beyond our Center and to recruit other Centers to participate in the study in order

to reach accrual targets.
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Despite several setbacks, important progress has been made and we are in a position to

begin the randomized trial. Accomplishments that have occurred over the last year are:

Task 1: Development of Computer-based Version of Decision Boards and Updating

the Standard Versions of the Decision Boards Currently Used at the HRCC and

Outlying Communities (Months 1-12).

The computer version of the surgical Decision Board was developed and pilot tested last

year. This year, following completion of a randomized trial comparing the standard

Decision Board for chemotherapy for node-negative breast cancer plus the medical

consultation to the medical consultation alone, we identified several areas for improvement

in the original instrument based on our experience. This has involved restructuring the

instrument to identify not only the option for chemotherapy, but also two different regimens,

Cyclophosphamide, Methotrexate, Flourouracil (CMF) and Adriamycin and

Cyclophosphamide (AC). This instrument was developed in an iterative format through

focus groups with patients and with physicians. Key changes include: information

displayed in easy-to-read bullet form, large print size, different background colors, separate

panels to describe side effects and side effect profiles highlighting differences between the

two regimens and the use of additional cards to describe the implications of cancer

recurrence and other outcomes associated with chemotherapy, e.g., menopause

(Appendix A). The instrument was then piloted on five patients. The instrument was well

accepted. Further minor changes to print size and use of headings, where necessary,

were added.

Annual Report for Award Number DAMD1 7-98-1-8100 Page 6



The computer-based version of the Decision Board for chemotherapy for node-negative

breast cancer was based on the updated standard version. As with the computer-based

version of the surgical Decision Board, the program for the instrument was written using

Pascal Borland Delphi Version 3. Through the use of active components on the visual

display, e.g., buttons, tabs and hypertext links, the user is given access to progressive

depths of information on selected topics. The chemotherapy instrument opens with a

screen requesting specific information related to the patient's extent of disease (i.e.,

Estrogen receptor status, tumour size and tumour grade). Programming permits

subsequent information to be tailored to the individual patient. The user is then presented

with an overview panel which contains a grid similar to the standard version with the

headings, treatment choice, side effects, and outcome along the top, and options listed

along the side of no chemo, chemotherapy, CMF and AC (Appendix B). Clicking on the

appropriate box on the overview panel opens panels of information. Successive panels

can then be opened similar to opening windows on the standard version. For example, the

no chemotherapy scenario describes that the patient will be followed regularly even if she

did not choose chemotherapy. No side effects are associated with this option and the

outcome of recurrence is described using a probability wheel based on the patient's extent

of disease. For the option of chemotherapy, general information about how chemotherapy

is administered is given followed by a description of the side effects associated with

chemotherapy followed by a description of the decrease in recurrence obtained for the

patient. CMF and AC options describe differences in how these regimens are

administered and associated side effects. A separate panel in the outcomes section

describes how the chance of recurrence is the same with either type of chemotherapy.
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Field testing of the node-negative chemotherapy Decision Board was completed on 15

patients at the Hamilton Regional Cancer Centre. Based on feedback from this field

testing, the instrument only requires some minor changes prior to starting the randomized

trial.

Our results showed that, of all patients approached to participate in the pilot study, 100%

agreed and all patients completed the interview.

In terms of acceptability, patients were asked how understandable was the information

presented in the decision board, how easy it was to follow the information being presented,

whether the decision board helped them to decide on treatment, helped them ask

questions and would they recommend it to other patients. All patients found the Decision

Board to be very easy (73%) or easy (27%) to understand. All patients found the

information presented very easy (91 %) or easy (9%) to follow. All patients indicated that

the board was very helpful (64%) or somewhat helpful (36%) in deciding upon treatment.

Patients were asked if the decision board helped them to think of questions to ask their

doctor or nurse; 82% felt that the Decision Board either definitely helped (37%) or helped

(45%) them think of questions to ask their doctor or nurse. However, 18% of patients felt

that the Decision Board did not help them to think of questions to ask because all of the

information they required was already contained on the board. When asked if patients

would recommend the Decision Board to others, all indicated that they would definitely

recommend (82%) or recommend (18%) it to others.
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In terms of the satisfaction of the medical oncologists with the instrument, all indicated that

the computerized Decision Board was easy to use and very helpful in presenting

information at a level that patients could understand. All of the medical oncologists felt that

the Decision Board was very helpful as a reminder to cover all of the necessary information

with the patient.

Task 2: Start up of the RCT (Months 13-16). Development of Operations Manual,

data forms, training of clinicians to use computer-based versions.

An acronym (DECIDE) was developed for the randomized trial of both the surgical

treatment options and the chemotherapy treatment options. This acronym takes letters

from the title of the study: Development and Evaluation of Computer-based versions of the

Decision Board for Early Breast Cancer. To differentiate between the surgical and

chemotherapy aspects of the study, we have added the letters "S" for surgical and "C" for

chemotherapy (i.e., DECIDE - S and DECIDE - C).

For DECIDE-S, eight community surgeons have been approached and have agreed to

participate in the study. These physicians have been trained in using the instrument and

are prepared to begin the trial.

For DECIDE-C, five medical oncologists at the Hamilton Regional Cancer Centre have

agreed to participate in the study. Two other cancer centers have been approached

(Toronto Sunnybrook Regional Cancer Centre and the Princess Margaret Hospital) and

have agreed in principle to participate in this study. It is expected that in total 8-10 medical
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oncologists will participate. Although involving other centers will increase the complexity of

the study, we have successfully used this approach in our previous trial of the original

Decision Board. It is also felt that this will increase the generalizability of our study

findings.

Operations manuals and data forms have been developed both for DECIDE-S (Appendix

C) and DECIDE-C (Appendix D). Take-home versions of the computerized decision board

for DECIDE - C has also been developed an example of this can be found in Appendix E.

Task 3: Patient recruitment and data collection (Months 16-39)

We recognize that, due to circumstances beyond our control, we are approximately 20

months behind in our initial statement of work. We plan to initiate the randomized trial prior

to December 2001. Our intention is to begin the study at cancer centers and then in

community surgeon offices. We believe that we are now on track with two well developed

and tested computer-based versions of the Decision Board. Our plan is to work with

surgeons and oncologists that we have worked with previously. We anticipate that we

should be able to complete the trial as planned, but delayed by 20 months. Additional

funds will not be requested. The study will be supported with funding not utilized in Year 3.
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Key Research Accomplishments

Year 3

* Updated the standard version of the node-negative Decision Board

* Revised the computer version of the node-negative Decision Board

+ Field testing of the computer version of the node-negative Decision Board was

completed

+ Completed field testing of the computer version of the node-negative Decision Board

Year 2

* Completed field testing of the computerized version of the surgery Decision Board

* Developed prototype of the computerized version of the node-negative Decision Board

* Completed field testing of the standard version of the node positive Decision Board

* Developed a prototype of the computerized version of the node-positive Decision

Board

• Field testing of the computerized version of the node-positive Decision Board

* Field testing of the computerized version of the node-negative Decision Board

Year 1

• Completed a review of the literature and updated the standard version of the surgery

Decision Board

* Completed a review of the literature and updated the standard version of the node-

positive Decision Board

* Completed a review of the literature and updated the standard version of node-positive

Decision Board

* Developed the computerized version of the surgery Decision Board
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Reportable Outcomes

* Standard version of node-negative Decision Board was updated

* Computer version of node-negative Decision Board was revised

* Field testing of the computer version of the node-negative Decision Board was

completed

* Operations manuals for DECIDE-S and DECIDE-C were completed
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Conclusions

Standard versions of Decision Board for breast cancer surgery and chemotherapy in node-

negative breast cancer have been updated.

Computer versions of both instruments have both undergone extensive development and

field-testing. Operations manuals for DECIDE-S and DECIDE-C also have been

developed.

The iterative process for developing and testing of the decision aids has created a sense of

ownership among the surgeons and oncologists involved in the study. We believe that we

are well posed to begin the randomized trial of the computer versions of the Decision

Board.
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INTRODUCTION
Recently, you had surgery for cancer of the breast. The surgeon has removed
the cancerous lump (called a lumpectomy) or the breast with the cancer (called a
mastectomy) and some of the lymph nodes or glands under your arm. No
cancer has spread to these nodes.

Even though the cancer was removed we know, from other patients like -you,
that there is a chance the cancer will come back. It may come back in the
breast or on the chest wall where the surgery was performed (local recurrence)
or it may come back in other parts of the body, such as the bone, lung, or liver
(distant recurrence). Cancer that comes back in the breast or on the chest
wall can be treated with further surgery. Breast cancer that comes back in
other parts of the body can be treated, but usually cannot be cured.

It is important for you to know that Tarnoxifen will reduce your chances of cancer
coming back. Approximately 35 out of 100 women with breast cancer like you
will experience the cancer coming back in the next seven years without
Tamoxifen. With Tamoxffen, 25 out of 100 women will experience the cancer
coming back.

65% Cancer Free 75% Cancer Free

35% Cancer Returns 25% Cancer Returns

Wi thu Tamoxifen With Tamoxifen

Recent scientific studies have shown that chemotherapy in addition to
Tamoxifen may further prevent the cancer from returning. It must be emphasized
that, as far as we can tell, there is no evidence that your cancer has spread. We
are talking about chemotherapy as an additional treatment to help prevent the
cancer from coming back, but it may not work in all cases.

Chemotherapy drugs given by mouth (orally) and by injection (intravenously) can
cause side effects. These side effects are only temporary. Balanced against
them is the hope that the cancer can be prevented from coming back. We would
like to discuss the benefits and side effects of two types of chemotherapy given
towomen with your type of cancer.



To present the information in a more detailed way we
will use a visual aid called the Decision Board. Using
this board, we will present the following- a description of
your treatment choices, the side effects of each choice
and the outcome (chance of recurrence) for each
choice.

Please ask questions if anything becomes unclear to
you.

The Decision Board is an aid to help you participate in
making a decision between receiving chemotherapy or
not. Many times patients expect or prefer their doctor to
make decisions for them, and often this is appropriate.
However, in your situation, although there is some
benefit from chemotherapy, there are also side effects.
Therefore, your participation in the decision making
process is very important.

Please remember that there is no right or wrong
decision. We want you to make the decision that is best
for you personally.



MENOPAUSE

* For women who have not reached menopause, treatments for
breast cancer may cause a loss of menstrual periods.

* Younger women, those in their 20's and early 30's, are more likely
to experience irregular -periods or a temporary loss of periods
during treatment. Their regular periods are -likely to start again
-after finishing chemotherapy and they will continue to be fertile.
Women over the age of 40 are more likely to experience a
permanent loss of periods.

* Hormone replacement therapy, a treatment often given to relieve
menopausal symptoms, is not recommended for women with
breast cancer. At this point, we do not know enough about how
hormone replacement therapy might affect the cancer.



CANCER FREE
* All tests and examinations in the coming 7 years show that you

are free of cancer.

* You will continue to be followed on a regthelar basis.

e Even though all the examinations show you are cancer free,
from time to time, you may worry about the cancer coming
back.

CANCER RETURNS
ofreast cancer may come back in the next 7 years.

* Breast cancer can come back in the same breast -or the chest
wall (local recurrence).

* When cancer returns in the breast or on the chest wall, it is
often seen as a small lump. The lump is painless but may
cause- worry or upset. It is usually removed by a suIrgeon.

• Recurrence of cancer in the breast or chest wall is rare and can
often be successfully treated.

Breast cancer can come back in other parts of the body, such
asThe bone, liver or lung (distant recurrence)..

*Many women whose cancer comes back in other parts of the
body receive further treatment: chemotherapy, hormonal
therapies, -radiation therapy and/or pain ýmedication.

-Unfortunately, a patient whose breast cancer comes back in
other parts of the body can be treated but usually cannot be
cured.,



S V

We have discussed your choices of no chemotherapy or
chemotherapy, the side effects associated with each
choice and the chance of cancer returning for each
choice.

Chemotherapy reduces the chances of cancer returning
but is associated with side effects.

We have discussed 2 types of chemotherapy, CMF and
AC. Each reduces the chance of cancer returning by
the same amount, but they have different side effects.
CMF has less hair loss but lasts for 6 months. AC has
more hair loss but lasts for 3 months.

Please keep in mind that we can predict what will
happen to groups of women but we cannot predict what
will happen to you as an individual.

Also remember that as you talk with others who have
experienced cancer or when you see the experience of
others through television or movies, your experience
with side effects such as nausea or vomiting may not be
the same as it was for them.



Appendix B

Computerized Version of the node-negative Decision Board

(Including example panels)

5 pages
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Appendix C

Operations Manual for the Surgical Decision Board

(DECIDE - S)

39 pages
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Contact Information

Principal Investigator Research Coordinator

Tim Whelan Shelley Chambers
Supportive Cancer Care Research Unit Supportive Cancer Care Research Unit
Hamilton Regional Cancer Centre Hamilton Regional Cancer Centre
699 Concession Street, Room 3-62 699 Concession Street, Room 3-62
Hamilton, Ontario Hamilton, Ontario
L8V 5C2 L8V 5C2

Phone: (905) 387-9711 ext. 64501 Phone: (905) 387-9711 ext. 64510

Fax: (905) 575-6308 Pager: (905) 546-9071

Email: tim.whelan(ahrcc.on.ca Fax: (905) 575-6308

Email: shelley.chambers(hrcc.on.ca



The Study

Study Objectives

Primary Objective * To enhance information transfer and decision making for
women with early stage breast cancer.

Technical Objectives 1. To develop a computer-based version of the Decision Board
for the choice between Mastectomy vs Lumpectomy plus
Radiation in women with newly diagnosed carcinoma of the
breast with clinical stage I or II disease who have not yet
received definitive surgical treatment.

2. To compare the relative effectiveness of the computer-based
version with the Standard Decision Board for women with
node negative breast cancer.
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The Study (con't)

nStudy Design This study involves two separate clinical trials running in
parallel and involving two different patient populations.

Both of these trials involve the comparison of a Standard
Decision Board and a Computerized Version of the
Decision Board.

One of these trials (DECIDE - S) is the focus of this
manual, and involves the decision of mastectomy vs
lumpectomy plus radiation in women with newly diagnosed
carcinoma of the breast with clinical stage I or II disease
who have not yet received definitive surgical treatment,

The other trial (DECIDE - C) involves women with early
stage, node negative breast cancer (stage I or II) who
have received definitive surgical treatment and are eligible
to receive adjuvant chemotherapy. (There is a separate
Operations Manual for this study).

DECIDE - S The DECIDE - S Trial is a multicentre randomized trial of100 newly diagnosed breast cancer patients with clinical

stage I or II who have not yet had definitive surgery.
There will be a 1:1 randomization to the Standard Decision
Board Arm or the Computerized Decision Board Arm after
the patient has provided written informed consent (see
Randomization Section). The allocated Decision Board
will be presented to the patient and a take-home version of
the allocated Decision Board will be given to the patient.
The patient will then complete their questionnaires either
at home or on the telephone to the Research Coordinator
of the study.

The physician or nurse presenting the Decision Board will
also complete a questionnaire.



The Study (con't)

Shared Decision Making In medical practice, a decision can be arrived at by several
different methods or models: the passive, the shared or the
informed. The passive model explicitly assumes a passive role for
the patient in the treatment decision-making process. The
physician controls the encounter offering the patient selected
information and encouraging the patient to consent to what the
physician considers best. The role of the physician in this model
is the guardian of the patient's best interest. At the other extreme
is the informed model whereby the patient is supplied with
sufficient information and is able to make the decision completely
on her own. In this model, medical decision-making authority is
vested clearly in the patient, while the physician's role is
relegated to transmitting medical information and using his/her
technical skills as the patient directs.

Between these two extremes is the model of shared decision
making. This approach is unfortunately poorly defined in the
literature and is essentially an intermediate model between the
two above. We would suggest that it involve sharing of
information between physician and patient and sharing in the
decision-making process and the decision. As a prerequisite, it
requires: at least two participants who are willing to participate in
the process (this would often be the physician and the patient, but
could include the nurse, other doctors, family members or
friends), information sharing and active participation in the
decision-making process. For the patient, this would involve
listening to and understanding information presented, describing
personal values in relation to the outcomes, and trying to weigh
the benefits and risks to formulate a treatment preference. For the
physician, it would involve clearly presenting patients with the
necessary information, elucidating patient's values regarding the
various outcomes, and helping them with the balancing of the
benefits and the risks to make a treatment decision.

Shared decision making is not the answer for everyone.
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Organizational Structure

Supportive Cancer Care . The SCCR Unit is located at the Hamilton Regional Cancer Centre
Research Unit in Hamilton, Ontario. The SCCR Unit is responsible for the overall
(SCCR Unit) study execution, including case report form development, data

collection, review, and analysis; development of a study database
and quality assurance.

Steering Committee • The Steering Committee is the major decision making body for the
study.

Steering Committee Tim Whelan
Members

Mark Levine

Amiram Gafni

Jim Julian

Ken Sanders

Susan Reid

Mary Ann O'Brien

Shelley Chambers



Adjudication Committee

Adjudication Committee The adjudication committee has the primary responsibility of
determining the eligibility of patients for this trial. If required,
each member of the adjudication committee will review the
eligibility criteria of a patient and determine if she actually met
the criteria.

Members of the . Still to be determined.
Adjudication Committee
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Recruitment / Randomization

Patient Screening * All patients who meet the inclusion criteria for the trial will be
screened for eligibility and recorded on the Eligibility
Assessment Case Report Form (CRF).

Inclusion Criteria Both answers must be YES to be recorded on the Eligibility

Assessment CRF.

The patient:

" Is a woman who has newly diagnosed carcinoma of the
breast diagnosed by either cytology (needle aspirate) or
pathological examination (core or open biopsy), or, if no
biopsy is available, a strong clinical suspicion of breast
cancer.

" Clinical Stage I or II breast cancer defined as:

Stage I - Tumour is 2 cm or less (maximum dimension) and
localized to the breast with no involvement of regional nodes,

or

Stage II - Tumour is more than 2 cm, but not larger than 5 cm
in its greatest dimension, or has metastasized to the axillary
nodes which are not fixed.



Patient Eligibility

Exclusion Criteria All answers must be NO for the patient to be eligible.

The patient:

"* Has Clinical Stage 0 disease (DCIS, non invasive breast
cancer)

"• Has Clinical Stage III disease (tumour > 5 cm or evidence of

inflammatory or advanced disease)

"* Has Clinical Stage IV disease

"* Has breast of insufficient size to perform a lumpectomy
(defined as the surgical excision of the tumour with a rim or
normal tissue)

"• Has a diffusely abnormal mammogram that would preclude a
lumpectomy

"• Has serious non-malignant disease (e.g., cardiovascular
disease, respiratory, renal, etc. that would preclude definitive
surgical treatment)

"* Is not a candidate for breast irradiation (e.g., previous breast
irradiation, pregnant, etc.)

"• Has a clinical suspicion of bilateral breast cancer

"• Has had previous surgery for breast cancer

"• Is unable to speak or read English fluently.

"• Is mentally incompetent including any psychiatric or addictive
disorder that would preclude shared decision- making.
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Informed Consent

Patient Information and . It is the responsibility of the Surgeon to ensure that the patient
Consent has been given both written and verbal information regarding

the objectives and procedures of the trial. The patient must
be informed about their right to withdraw from the trial at any
time. If the patient should refuse to participate in the trial, she
should be ensured that she will receive optimal and
appropriate care and that her decision will not prejudice any
further treatment she may receive.

* An explanation of whom to contact with questions or concerns
will be given.

* It should be pointed out that any personal identifying
information will not be published and will be kept strictly
confidential.

Obtaining Informed * After the Surgeon has informed the patient about the trial, she
Consent will be asked if she is willing to participate in the trial.

+ The patient must sign and date the Consent Form. A witness
(other than the Investigator, most likely the receptionist) must
also sign and date the form.

Filing the Consent Form * A copy of the signed and dated Consent Form must be kept in
the patient's chart.

Consent Form * A copy of the Consent Form is on the next page.



Consent Form

Decision Board for Early Breast Cancer

CONSENT FORM FOR PARTICIPANTS

Why is this study being done?

Research shows that patients have a desire for better communication with their doctors.
Women with breast cancer have shown a need for more information about their disease and
desire to be more involved in making decisions about their care. The aim of this study is to
improve the transfer of information between the doctor and the patient and to improve decision
making for women with breast cancer.

What is the study about?

A decision aid, called the Decision Board, has been developed to provide information to
patients about treatment choices in breast cancer. It also helps patients make decisions about
their treatment choices. The information provided on the Decision Board is based on high
quality research results. With more treatments becoming available and a desire for detailed
information, there is a need to present the various choices to women in different ways.
Presently, the standard Decision Board presents written and pictorial information about
treatment choices. A computer version of the Decision Board allows information to be
personalized for each woman's own needs.

This study will test a computer version of the Decision Board. The computer version will be
compared to the standard Decision Board. It will tfy to answer important questions. How well
do patients understand the information? How satisfied are they with the information? How
satisfied are they with the way the Decision Board helps them make a decision?

We would like to invite you to take part in this research. At the moment, we do not know if
there is a difference between the standard Decision Board or the computer version. The only
way to know whether there is a difference between the two presentations is to compare similar
groups of patients at the same time. The only fair way to decide which presentation the patient
gets is to decide this by chance, a method called randomization (like tossing a coin or picking a

Participant's initials: Witness' initials: Date:



number from a hat). This will be done by a computer to ensure that there is an equal chance
of each patient receiving a particular presentation. If you agree to take part in this study, the
research assistant will find out which presentation you will get by calling the research
office. The benefit to taking part in this study is that women will be assured of receiving all
information about their breast cancer, outlook and choices for treatment. There is no
specific risk associated with participation in the study. Your choice of treatment will take
place regardless of which Decision Board version is presented.

What is your involvement in the study?

If you agree to take part in this study, the doctor will explain your treatment choices at your
appointment using the standard Decision Board or the computer version. A few days
following your visit, you will be contacted by telephone, or at your next scheduled
appointment, by the research assistant. You will be asked about your breast cancer and the
different treatments available. You will be asked about the benefits and risks or side effects
associated with the different treatment choices. You will also be asked about your
satisfaction with the information presented and the decision-making process. Some basic
information about your personal characteristics will also be collected. This interview will
take about 15 minutes. There will not be any more involvement on your part following this
interview. There will be no cost to you for participation in the study. You will receive a
copy of the consent form.

Participant's agreement to take part in this study:

I have read the information about the Development and Evaluation of Computer-based
Versions of the Decision Board for Early Breast Cancer Study.

I agree to take part in this study with the understanding that information will be collected
and used for research purposes only and will be treated as confidential. No participant
names will be identified in any report of this study. I have been informed about the purpose
of the study. I know that I am under no obligation to participate and may withdraw at any
time. My present or future medical treatment will not be affected in any way if I choose not
to take part in this study.

Representatives from the U.S. Army Medical Research and Materiel Command may inspect
the records of the research in their duty to protect human subjects in research.

You should also understand that this is not a waiver or release of your legal rights. You
should discuss this issue thoroughly with the Principal Investigator before you enrol in this
study.

Participant's initials: Witness' initials: Date:

Operations Manual DECIDE - S 11



If you have any questions about the study, please contact the Principal Investigator, Dr. Tim
Whelan at (905) 387-9495, ext. 64501 or the Research Coordinator at (905) 387-9495, ext.
64510.

The name of an individual not directly involved in this study who can provide answers to
questions about my rights as a research subject is Leslee Schynal who is located at the
Hamilton Health Sciences Corporation, Henderson Hospital, 711 Concession Street,
Hamilton, Ontario, telephone number (905) 389-4411, Ext. 42136.

Participant's name: (Please use block letters.)

Participant's address:

Participant's signature: Date: / /

dd mmm yy

Witness' name: (Please use block letters.)

Witness' signature: Date: / /

dd mmm yy

END OF FORM

Operations Manual DECIDE - S 12
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Schemata

Surgeon completes Form A: Eligibility Patientisnot
Yes Assessment. Patient meets all No eligible for the

inclusion and exclusion criteria. study. End data
collection.

Surgen expainsstudyto N Surgeon completes Form 1: Eligible Non-Participant

Surgeont ePlatien s istd toN Form. End data collection.

interested in participating
in study. Patient ID# is Receptionist obtains informed consent. Patient
assigned. Yes volunteers to participate in study and understands

and sions consent form.

I - 10Patient receives
Yes No usual surgical

Receptionist calls study coordinator at (905) 387-9711 Ext. consultation. End
64510 or Pager# (905) 546-9071 to randomize patient. data collection.

Patient is randomized to standard Patient is randomized to computerized
decision board presentation. decision board presentation

Consultation with standard decision Consultation with computerized
board presentation by surgeon. decision board presentation by

surgeon. I

Patient is given a take-home copy of
the standard decision board. Patient is given a take-home copy of

the computerized decision board.

Surgeon complete surgeons' m r
satisfaction questionnaire. Surgeon completes surgeons' I

s satisfaction questionnaire.

Receptionist faxes patient enrolment
form to Cancer Centre. Receptionist faxes patient enrolment

form to Cancer Centre.

Telephone Interview completed with
SCCR Unit Research Assistant. Telephone Interview completed with

SCCR Unit Research Assistant.

Operations Manual DECIDE- S 13



Ineligible / Non Consenting Patients

Ineligible Patients . Patients who do not meet the Inclusion Criteria

Patients who have a "NO" answer to at least on Inclusion Criteria
are not eligible for the trial and should not be approached for
informed consent to the trial. An Eligibility Assessment CRF
should not be completed for these patients.

* Patients who meet at least one Exclusion Criteria

Patients who have a "YES" answer to at least one Exclusion
Criteria are not eligible for the trial. An Eligibility Assessment
CRF must be completed for these patients, however, these
patients should not be approached for informed consent to the
trial.

Non-consenting patients If a patient is eligible for the trial but does not consent.

"* Complete the Eligibility Assessment CRF.

"* Indicate the reason that the patient did not consent to
the trial.

"* Sign and date the Eligibility Assessment CRF.

Operations Manual DECIDE- S 14
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Patient Randomization

When to Randomize a 0 Once a patient is determined as eligible to participate in the
patient trial (i.e., met all of the Inclusion Criteria and did not meet any

Exclusion Criteria) and has signed and dated the Consent
Form, the patient is eligible for randomization.

The patient must be randomized prior to any discussion
regarding surgical treatment options.

Prior to Randomization 0 You will need to have the following information available prior

to calling to randomize the patient:

"• The patient chart number

"* The patient initials

"* Name of the Surgeon treating the patient

Who to call for The Supportive Cancer Care Research Unit will be responsible
Randomization for the central randomization of all patients into the trial. Please

page:

905-546-9071

key in the telephone number where you can be reached.

If your page is not answered within a few minutes, please call:

905-387-9495 ext. 64510 or 64501

and the SCCR Unit Staff will assist you.

Operations Manual DECIDE- S 15



Patient Randomization (con't)

Process of Once you have reached an authorized SCCR Unit staff member,

Randomization you are ready to randomize the patient.

"* You will be asked to supply:

"* The patient initials

"* The patient's chart number

"* The patient's Surgeon

"• The date of randomization (today's date)

"• You will be given (and must record on the Eligibility
Assessment CRF):

"* The Patient Study ID Number (PID)

"* Decision Aid Arm to which the patient will be allocated,
either:

"* Standard Decision Board, or

"* Computerized Decision Board

Study ID Number The Patient Study ID Number is a 4-digit number which
incorporates a one-digit Centre ID number (i.e., each Surgeon's
office would be assigned a one digit Centre number) and a three-
digit sequential patient number and is in the form of:

Centre Patient Number

The Patient Study ID Number is to be recorded at the top of every
CRF page and on each page of any source document.

Randomization Log The Randomization Log sheet is found in this binder and is
comprised of multiple pages to record all patients randomized to
the study. The patient name, study ID and date of randomization
are to be recorded in this Log. This Log provides a means for
you to connect the Study ID number with the patient name.

Operations Manual DECIDE- S 16



Decision Aid Board of the Trial

Standard Decision Board The Standard Decision Board is a visual aid with both written
Arm and graphical information that is approximately two feet-wide

and one and a half feet tall. It has information windows that
are initially closed. The windows are systematically opened to
present the information on the two treatment options, related
side effects, and the results of the treatment choice for the
breast and for survival. When all of the windows are
eventually opened it allows the patient to compare the
treatment options. The instrument also consists of additional
information that is presented to patients on separate
information cards.

Computerized Decision The Computerized Decision Board is similar to the Standard
Board Arm Decision Board except for the fact that the decision board is

presented using a laptop computer. Upon opening the
decision board program on the laptop, there will be "windows"
that have the appearance of being closed. These windows
will be systematically opened to present the two treatment
options, related side effects, and the results of the treatment
choice for the breast and for survival. When the windows are
closed, highlighted bullet points emphasizing the main points
in each window will remain on the screen giving the
appearance of open windows, similar to the Standard
Decision Board.

Sample Size • There will be 100 patients randomized to the trial, with 50%
randomized to the Standard Decision Board Arm and 50% to
the Computerized Decision Board Arm.

Operations Manual DECIDE- S 17



Administration of the Standard Decision Board

Before Administering the Standard Decision Board

Familiarize yourself with
the Decision Board * See the diagram showing the Decision Board on the next

page.

All Windows Closed
A Ensure that all information windows on the Decision Board

are closed before starting the presentation of the Decision
Board.

Operations Manual DECIDE- S 18



Standard Decision Board Layout

TREATMENT SIDE RESULTS OF TREATMENT
CHOICE EFFECTS For Breast For Survival

Operations Manual DECIDE- S 19



Before Administering the Standard Decision Board

Prepare the appropriate There are two different take-home versions of the Decision
Take-home version of the Board, one mentions an Axillary Node Dissection and the other

one does not. Ensure you have the proper version of the take-
home that matches the decision board you have shown the
patient.

Laminated informationLanatd i The laminated information cards are stored at the back of thecards Decision Board in a plastic pouch. Pull all of the cards out of

the pouch and have them ready and in a convenient location
to go over with the patient.

* The Cards that are available are:

Introduction

Decision Board

Summary Chemotherapy and Hormonal Treatments for
Breast Cancer Card (optional)

Breast Reconstruction Card (optional)

Sentinel Node Biopsy Card (optional)

Operations Manual DECIDE- S 20



Administration of the Standard Decision Board

Step 1. Introduction card • Show the patient the card entitled "Introduction"

• Read the card with the patient

Step 2. Decision Board card • Show the patient the card entitled "Decision Board"

• Read the card with the patient

• Emphasize that there is no right or wrong choice

Step 3. Open the first window, e Pull the upper Slider Tab 1 to the right
first row

" Read the information behind the first window of the first
row beside Mastectomy and underneath Treatment

Mastectomy Treatment Choice Choices

" Discuss the information with the patient

" If the patient desires information on treatments in
addition to surgery available to treatment breast
cancer, show her optional card entitled "Chemotherapy
and Hormonal Therapy".

0 Ask if the patient has any questions.

Step 4. Open the second • Pull upper Slider Tab to the right again
window, first row

• Read the information behind the second window
beside Mastectomy under Side Effects.

Side-effects - Mastectomy
• Read the information with the patient.

* If the patient desires information on reconstruction,
show her the optional card entitled "Breast
Reconstruction".

• Read the information behind the second window
beside Mastectomy under Side Effects

* Ask if the patient has any questions

Operations Manual DECIDE- S 21



Administration of Standard Decision Board (con't)

Step 5. Open last window, first @ Pull the upper Slider Tab to the right again.
row

Results of Choice for Survival - Read the information behind the third window besideMastectomy Mastectomy under Results of Choice for Survival.

* Emphasize that the chance of surviving breast cancer
is the same with either Mastectomy or Lumpectomy
plus Radiation.

Step 6. Open first window, • Pull the lower Slider Tab to the right.
lower row

Treatment Choice - Lumpectomy Read the information behind the first window besideplus Radiation Lumpectomy plus Radiation under Treatment Choice.

• Ask if the patient has any questions.

Step 7. Open second window, • Pull the lower Slider Tab to the right again
lower row

Side Effects - Lumpectomyplus Read the information behind the second windowRadiation beside Lumpectomy plus Radiation under Side Effects.

• Ask if the patient has any questions.

Step 8. Open third window, • Pull the lower Slider Tab to the right again.
lower row

Results of Choice for the Breast- * Read the information behind the third window besideLumpectomy plus Radiation Lumpectomy plus Radiation under Results of Choice
for the Breast.

• Ask if the patient has any questions.

Step 9. Open last window, 0 Pull the lower slider tab to the right again.
lower row

* Read the information behind the last window beside
Lumpectomy plus Radiation under Results of Choice
for Survival.

• Emphasize that the chance of surviving breast cancer
is the same with either Lumpectomy plus Radiation or
Mastectomy.
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Step 10. Hand the patient the After the patient has been presented with the Decision
appropriate Take- Board, she should be given the Take-home version of
Home version of the the Decision Board that matches the information
Decision Board presented to her by the Surgeon and also includes the

information discussed in the optional cards (i.e.,
chemotherapy and hormonal therapy; breast
reconstruction; sentinel node biopsy).

Step 11. Remind patient that a • Remind the patient that a research assistant will be
Research Assistant will calling her to talk about the decision board experience.
get in touch with her.
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Take-home Version of the Standard Decision Board

Take-home version of the The take-home version of the decision board is an exact
Standard Decision Board replica of the decision board the patient was administered

and also includes the information discussed in the optional
cards (i.e., introduction, decision board, cancer free/
cancer returns, menopause and summary).

It is very important that the patient receives the correct
take-home version of the Decision Board, otherwise they
may be very confused if the information they were told by
the doctor does not match the information they were given
to read.

Who receives the Take-home All consenting patients who are randomized to the
version of the Standard Standard Decision Board Arm of the Trial will receive averision Bof ard take-home version matching the information they were

presented regarding their treatment choice.

Appropriate TThere are two different take-home versions of the Decision
of the Standard Decision board Board. One version mentions an axillary node dissection

while the other does not. Ensure that the patient receives

the take-home version that matches the information
presented to her.
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A o

Administration of the Computerized Decision Board

Before administering the Computerized Decision Board

Turn on the Laptop Computer The laptop computer takes a while to warm up, therefore,
prior to seeing the patient as it it is a good idea to have it turned on and the Decision
takes a while for the computer Board Program loaded and already at the first screen
to warm up. before the patient is seen.

Prepare the appropriate Take- There are two different take-home versions of the
home version of the Computerized Decision Board, one for patients who will
Computerized Decision Board be receiving an axillary node dissection and one for those

patients who will not be having an axillary node
dissection.
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Navigating Through the Program
Comparisort4pneis
.Main naviga-tional buttoans

This panel has 3 pages. Clicking ITOUTO
.anywhere insiethe panei while i
on Page I - r P-age 2 will bting ~up - wsneeýr may befteated Innvariet of WacUding
the nextpage. Clicking -anywhere surgery, radiation, chemotherapy and ho aihrawy.
on the last page-wfil close the *The first stop In the treatmnent of b cancer Is to remove

panel anddisplay as miinary All ~the cancer by surgery. cocsfrsria ramei
Today, wediscussed your chie rsugaltamn.pages of a~panl need to be This Is not a decisioni , as yur doctor, can make alone.

visited befprethe panel can be about treast can soyou can'take part In deciding

closed back to the main screen.-

Alternatively, clicking on the
,arrow in the uper ight ofthe
Introduction panel will brintg up
the next pAge.

Upon closing after' visiting each
page of a "ae , a short 

S' C
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Steps of Administration for Computerized Decision Board

Step 1:. Using the keyboard, copy the patient 4D -nvmber from the patient's ýenrment package <onto
the openingscreen.

Step 2: Usinogqthecursor, click
on the presentation appropriate The Decision Board for
for this patient to enter the Beast, ancer Surgery
main decisioaboard.

Select eitheT therentin
with or without Axiltary Norde, Anad o atmt-nlei ugen t tlpwt
DissectiodL. !

SO* apon1V
0  

0*

AW~

Step 3: Open the Introductory ,
Panel

Using the mouse,.move -the . I
cursor on the box labelled__ ____ _

"Introductipon" arid click once.

;iMe ofa Recoils for -nr 'rea s for S 'joe'

Step 4: Read the 3 pages of ,,
information contained in the
"Introduction". with the patient. -nuo,

Review each of the three pages * Breast cancer may be treated In ways Including

of this panel with the patient by surgery, radiation, c and hormonal therapy.
either clicldg anywhere inside *, Th n the treatment of breast cancer Is to removeeithercaca clckn anywereery.d

the Introduction panel or by -6. T wedfcussed your two choices for surgical treatment
ccn nh rw te p This Is not a decision that I, as your doctor, can make alone.clicking on the arrow in the upper • we feel It Is Important for you to understand a little bit•-" about breast cancer so you can take part In deciding

right of the panel to move to the w. .hat is bestforyou.

next page.
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Step 5: Open the panel..

labelled "The Decision Board". ~

Step 6: Read the 2 pages of
information oonitained in "'The
Decision Board" withi the
patient. h eiinBýýr

*To present the ior~mation hi a more detailed way, we will
use acomputer-aed Decision Board. Using this Board,
wewHil present the folowing a, iisrplnon of your two
choices, the side efe % .f ecchiead the results of
each choice for your breast and for survival.
*Right now, the Board IS Covered, but We Will Show the Panels
section by section and at the end, you will have the whole
t~e~~at .5 cture In fro nt of you and Will be able to make your own
decision.

.ltlslinportantto remeenitrthattliere Is no right or wrong
decision. We want you to make the decision that Is best
for you personally.

Step 7: Open the information
contained in the panel under ~. ~ 5-~~~ f5'

Mastectomy and Description of
Choice with the patient.

Using the mrouse, move the
cursor on the box labelled_ _

"Description" under Description of
Choice beslide Mastectomy and
click once, it, Os,~t, St taa 0.t
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Step 8: Review Tihe information
contained in the panel under i*1 .

Mastectomy -and Description of
Choice with #4e patient.

Radafl is nac.nr

_____________. ..... ......-

S0WNb~tKh To tftvc o kftrm s u.~c~l -~,yj! ~r4t

V.-ft

Step 9: Open the information
contained in the planel under
Mastectomy and Side Effects
of Choice,

Using~~~ ~ ~ temuemoeheumbne.s"s andd ddiscomfbrt: Under the arm
Usig te mus, mve hewhere the. nerves weecut.

cursor on the box labelled 'Side *Pain, discomfort or numbness Of tihe Chest.

Effects" under Side'Effects of -'" SOME TIMES

Choice beside Mastectomy and *Stiffness of the shoulder.

click once.RRL
*Infection.
*Sweliing of the arm.

Step 10: Review the
information contained in the ~ ~ .,~lCO

panel under.Mastectomy -and SP-,. 4Ofcl

Side Effects Of Choice with the ,MASTECTOMY
patient. FN

*Numbness and discomfort Under the arm
where the nerves were cut.

*Pain, discomfort or numbness oftthe Chest.

~YSOME77MES
*Stiffness Of the Shoulder.

RARELY
* Infection.
-Swelling of the arm.
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Step 1 1:.Open the information.
contained in-the panel under
Mastectomy~and Results -of - *mb~ 1o~cofu~r

Choice for the Breast. .FWMt o

Using the mouse, move the
cursor on the box labelled 

Si, vfý,

"Results fqr :Breast" under Results c

of Choice for the Breast beside
Mastectomy and dlick once. _ -_

Step 12: Review the
information in -the panel under
Mastectomy and Results of MMSTECTOMAY
Choice for Brieast with the -

Click on the box labelled I mag" *You a. loft With a healed scar
mage ~ across your chest.

to show a drawing of what fth ay be upset by the

chest may look like following a *A breast prosthesis or breast form

- The breast can be reconstructed

* mycome bck on the c est.
Place the cursor on the words to1 u f10wmnwl

"plastic surgery" to open a panel *Cancer that comes back on the chest
is usually treated with surgery,which briefly ýJsrbs-ugclrdaino oh

techniques used to reconstruct ___________________
the breast.
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Step 13: Open 1he information __________________

contained in-the panel under1t
Mastectomy -and Results of
Choice for Swia.

*at-1r breat 0id efeto Wtot.y - O l~asofh bregs

-aly em sete vAR-b.*oee~

Using the womuse., move the
cursor on the box labelled___ ____

"Results for Survival" under
Results of C)hoice for Survival ti~r ~'
beside Mastectomy -and click
once.

The 00e116011BOet

hen alt h-iIb.py .r ehett to help ywe ask cl-W.he

Step 14: Review the
information contained in the ~
panel under Mastectomy and-
Results of Choice for Survival F-ýSETO1

with the patient. I- V

Your chance of

surviving cancer
Is tihe

Emphasize~a whtithhe SM

procedure is better tha the other 'am"com pWi thdaln

Step 15: Open the information ___________________

contained in ty~e panel under. '1 *'~j*
Lumpectomy plus Radiation ... 'WI

and Description of Choice withI
the patient. Radlaill. Idsd na any.d c th ent

Using the nmose, move the
cursor on the box labelled ..

"~Description" under Description of....
Choice beside tumpectomy Pius
Radiation and click once. _ _ _-
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Step 16a: Review the
information contained in the
panel under t-umpectomy plus ...
Radiation arjd Description -of LUIF1ECTOMY Vp T~O jADAj
Choice in the panel labelled
"Description" with the patient. ~ LUMPECTOMY: SuPVIc&1RemOYSJ of th.Cenc.,ousLwnp

This panel has two parts: the -. ony th acrus lump and sonme surrounding tissue

first describes the lumpectomy - Some lymph nodes under your arm will be removed.

procedure, the second -A drain Is Inserted near the scar under the arm
descibesthe adiaionfor 5-10 days to remove excess fluid.

*.You will come to the hospital on the day of your surgery.
treatm nt- -You willI spend one night In hospital and go home the next day.
tretme-i*n about 4 out of 10 women, all thecancer In the breast may i

Click any~Ihere on the open not be removed and further surgery may be necessary.
*Alter the breast has healed, you will be referred to the

dsrpino u pco yor the Cancer Centre for radiation therapy.

arrow to m~ove to the second PLUS

-section describing radiation 211
treatment.

Step 16b: Movteto Abe second LUP-1ICOhf p~g RAITO
part of the panel describing
radiation therapy in the panel RADIATION: xn. bow~aws

unde Lu pectmy ~ *You will need to neet with a radiation oncologist at the
Radiation and Description of Cancer Centre to-plan radiation treatments.

Choice in the panel liabelled *The time between your surgery and thIbjnning of your

Description." rdainetenmyetiwem
*Your treatments will be daily for 3 to 5 weeks,
excluding weekends and holidays.

*Each visit lasts about 30 to 48 minutes.

To show the patient additional *Other treatments (hormonal therapy or chemotherapy)

information on hormonal therapy If it as with chemotherapy, your radiation will

of chemoftheapy, using the -9In when the chemnotherapy Is finished.

mouse, mo~ve the cursorover the
words untila band appears and
click.

Step 17: Open the information
contained in-the panel under Erir S4as .ft of urga~y ILc5.m
Lumpectomy plus Radiation Is 'r'o-vd .8- 'atnt ana f
and Side Effects -of Choice.

Using the ~mouse, move the I
cursor on the box iabefled "Side S'rEfr W-O r

Effects" under Side Effects of
Choice beside. M~astectomy. and
click once.____I ___i____

eoqWV, roW be eeeee,
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Step 18a: R~viewvthe
information pontainied in the
panel under-turnpectomy plus 24.1 z 7.1 LUPCT~! IC I -MI I

Radiation and Side -Effects of -iii- ISdf
Choice with lhe patient. ".LUMPECTOMY

OFTEN

*Numbness and discomfort under the arm
where the nerve were cut.

*Pain or discomfort of the breast

Click anywhere on the open side SOME fMWS

effects of kmirpectomy panel ci Sofns fte hudr

on the arrow to move to fth "RELY

second section describing -Sei~ng ofthe arm.

radiation treameUS

Step 1 8b: Move to the second 4 -

part of the panel -describing I-I1.JLMETGM lsR.3A'

radiation therapy in-the pan el
under Lumpectomy plus j AITO

Radiation artd flescription of OFTEN
Choice. Review the information *Redn~ess of the skin like a sunburn.

with the patient. SOMETIMES
* Increased tired ness.

~~ * Tanning of the skin,
*Slight increase in firmness of the breast.

RARELY
* Blood Vessels may become visible on small areas of the skin.
-Other side effects occur very rarely (e.g. pneumonitis -

~ a temporary cough and shortness of breath).

Step 19: Open the information
contained inrthe panel -under &*Wwd
Lumpectomy pfus Radiation holsmoved e.g. maifno, puh uliigywnI

and Results of Choice for the I.l .....yW bk Pboo
Breast.

Using the-mouse, Move the j-
cursor on the box labelled I*Sdfnbfu5

"Results for &reastr under
Results of Choice for Breast____
beside Lumpectomny plus
Radiation oaPAd ick *-once.o* sue on Tor" IW -
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Step 20: Review the ____

information contained in the 2-4....4.T-4 W -m fus RADIAiOr x
panel undertvmppectomy plus 'e o fs
Radiation and Results -of WLUMPECTOMY pIus RADIATION

Choice for the 13r-east with the *You are lfet with 2 healetlicars: one
patint.on thle breast and Cne underthe arm.patient There may be some Indentation *.a.j

where the lump ws remov

Clickknin on theTa boible uimge.

to s how a drawi ng -of whadt th e wihtewa hi breast Woks.

brmeastomay.lo iefolwn experience this In the next 10 years.
Cancer that comes back In the breastlumpctom. * s usallyremoved by further surgery (lumpectomy or mastctMY).

adaoncannot be given again to the same breast.

Step 2 1: Oipon the information ~*$Pj
contained inihe panel under
Lumpectomy pl1us Radiation rebos M*ntofor LMatb. 1cudrmr
and Resultsof Choice for the P., ýWm-cr.

Breast. '-ly-NWIl-bo

Using the .mouse, move the -Ot. 9.~t.-~y-ortboe

cursor on the box labelled l ump1.rem~oved ecg. numbn~ess,pain

"Results for Survival" under
Results of 0ioice for Survival ____ __-__ _

beside Lumpectomy plus MOCWTOCOBW

Radiation ýand click once. odt. - -. h o op,

Step 22: Read the information LlL-_ý]LMET,0 ~, R~AMAT
contained in-the panel under Jz1eAy u~a
Lumpectomyplus Radiation
and Results of Choice for
Survival with the patient. Your chance of

surviving cancer
Is the

SAME
-as with

Mastectomy.

c.~ nrtAr

Operations Manual DECIDE - S 34



"Step 23: Open the Su ry
Panel. 1*

ram browo OW Side efOcidofoooy LoM GFOf boat - Yod.uof
In mmoocd *e40W00n00*,p.1n J .ofguoi
umfy ne€,,nwy YAU =Nck Lu=PVCWWaplu

Click on the.panel labelled , .. , os.*- v oklh,.,=,o,Itoiwelllo o € *•n Si9de ofl'.ot of =pIy * O~r onfloo* btuto -•r o"S u m m a ry P a n e l". Ids: off tt.of c,.OR.. th,..,.. . N,, •M,

• * O~teo6 od w ee.so t - 8 1de oi* o 0f *On •en. , end e

ftooe Tho acwWOIk • d S.,r

hamadtol py.o . . to lulp yoo ak qsen

Step 24: Review the ,__

information Qontained in the . . .

Summary Panel with the V .,....

patient.

oWe have discussed your choices for s what theoptions
Review both of the two pages of enti, the side effects 1 outcomes.

-Please review this aeqme version carefully to malts sure
this panel with the patient by _ that you un nd what Isavailable.
either cl iclMn anywhere inside . ber, the chances of survivalare the same for both choices.the ntrdu~ionane ory •;, n~lectdlng bweften the two'optlons, think aboutthe Issues
the lntrodut~tio panel or by . which Wil effect your day-to-day I sife

clicking on the arrow in the upper *...

right of the panel to move to the
next page.
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Take-home version of the Computerized Decision Board

Take-home version of the . The take-home version of the decision board is an
Computerized Decision Board exact replica of the decision board the patient was

administered.

+ It is very important that the patient receives the correct
take-home version of the Decision Board, otherwise
they may be very confused if the information they were
told by the doctor does not match the information they
were given to read.

Who receives the Take-home * All consenting patients who are randomized to the
version of the Computerized Computerized Decision Board Arm of the Trial will
Decision Board receive a take-home version matching the information

they were presented regarding their treatment choice.

Appropriate Take-home version * There are two take-home versions of the computerized
of the Computerized Decision decision board. One version is for patients who will be
Board having an axillary node dissection and the other for

patients who will not be having an axillary node
dissection.
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The Study

Study Objectives

Primary Objective * To enhance information transfer and decision making for
women with node negative breast cancer.

Technical Objectives 1. To develop a computer-based version of the Decision Board
for the choice between no chemotherapy and adjuvant
chemotherapy (Cyclophosphamide, Methotrexate and
Flourouracil (CMF) or Adriamycin and Cyclophosphamide
(AC)) in women with node negative breast cancer.

2. To compare the relative effectiveness of the Computer-based
version with the Standard Decision Board for women with
node negative breast cancer.
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The Study (con't)

Main Study Design This study involves two separate clinical trials running in
parallel and involving two different patient populations.
Both of these trials involve the comparison of a Standard
Decision Board and a Computerized Version of the
Decision Board.

One of these trials (DECIDE - C) is the focus of this
manual, and involves women with early stage, node
negative breast cancer (stage I or II) who have received
definitive surgical treatment and are eligible to receive
adjuvant chemotherapy.

The other trial (DECIDE - S) involves the decision of
lumpectomy plus radiation versus mastectomy in women
with newly diagnosed carcinoma of the breast with clinical
stage I or II disease who have not yet received definitive
surgical treatment. (There is a separate Operations
Manual for this study).

DECIDE - C The DECIDE - C Trial is a multicentre randomized trial of
100 patients with clinical stage I or II node negative
disease with tumour size _ 5 cm. There will be a 1:1
randomization to the Standard Decision Board Arm or the
Computerized Decision Board Arm after the patient has
provided written informed consent (see Randomization
Section). The allocated Decision Board will be presented
to the patient and a take-home version of the allocated
Decision Board will be given to the patient. The patient will
be asked to complete questionnaires either at their one-
week follow-up appointment with their Medical Oncologist,
at their first chemotherapy appointment or by mail or
telephone (for those who choose not to receive
chemotherapy).

The physician or nurse presenting the Decision Board will
also complete a questionnaire.
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The Study (con't)

Shared Decision Making In medical practice, a decision can be arrived at by several
different methods or models: the passive, the shared or the
informed. The passive model explicitly assumes a passive role for
the patient in the treatment decision-making process. The
physician controls the encounter offering the patient selected
information and encouraging the patient to consent to what the
physician considers best. The role of the physician in this model
is the guardian of the patient's best interest. At the other extreme
is the informed model whereby the patient is supplied with
sufficient information and is able to make the decision completely
on her own. In this model, medical decision-making authority is
vested clearly in the patient, while the physician's role is
relegated to transmitting medical information and using his/her
technical skills as the patient directs.

Between these two extremes is the model of shared decision
making. This approach is unfortunately poorly defined in the
literature and is essentially an intermediate model between the
two above. We would suggest that it involve sharing of
information between physician and patient and sharing in the
decision-making process and the decision. As a prerequisite, it
requires: at least two participants who are willing to participate in
the process (this would often be the physician and the patient, but
could include the nurse, other doctors, family members or
friends), information sharing and active participation in the
decision-making process. For the patient, this would involve
listening to and understanding information presented, describing
personal values in relation to the outcomes, and trying to weigh
the benefits and risks to formulate a treatment preference. For the
physician, it would involve clearly presenting patients with the
necessary information, elucidating patient's values regarding the
various outcomes, and helping them with the balancing of the
benefits and the risks to make a treatment decision.

Shared decision making is not the answer for everyone.
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Organizational Structure

Hamilton Regional Cancer Centre

Toronto Sunnybrook Regional 
Supportive Cancer Steering Committee

Cancer Centre Care
Research Unit
(SCCR Unit) Adjudication

Committee

Toronto Hospitals Princess
Margaret
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Administration of the Standard Decision Board

Step 1. Alleviate patient In many cases the patient was informed by her
concerns about being surgeon that chemotherapy would not be required for
presented with her type of cancer. Alleviate the patient's concerns
chemotherapy options before embarking of the presentation of the Decision

Board.

Step 2. Introduction card • Show the patient the card entitled "Introduction"

* Read the card with the patient

Step 3. Decision Board card * Show the patient the card entitled "Decision Board"

• Read the card with the patient

* Emphasize that there is no right or wrong choice

Step 4. Open the first window, Pull Slider Tab 1 to the right
first row

Read the information behind the first window of the first
row beside No Chemo and underneath Treatment

Treatment Choices - No Chemo Choices

" Discuss the information with the patient

" Ask if the patient has any questions

Step 5. Open the second • Pull Slider Tab 1 to the right again
window, first row

"* Read the information behind the second window
beside No Chemo under Side Effects

Side-effects - No Chemo
" Describe to the patient that because no chemotherapy

was given, there would be no side effects associated
with this treatment. However, if the patient is taking
tamoxifen she may experience some side effects
associated with that treatment.

" Ask if the patient has any questions
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Administration of Standard Decision Board (con't)

Step 6. Open circular window, e Pull Slider Tab 2 to the right
first row

Outcome - No Chemo 0 Reveal the probability wheel on the first row beside
No Chemo and underneath Outcome

Step 7. Discuss Probability * Describe the probability wheel in the following way:
Wheels and what they
mean "The circle describes the chance of remaining cancer-free

for the next seven years. The chances are based on the
information we have gathered on your type of cancer.

The pink area of the circle corresponds to the chance of
being cancer-free within seven years.

The blue area of the circle corresponds to the chance of
the cancer coming back within the next seven years.

We have no way of telling when it might come back; it
could be in several months or anytime during the next
seven years, or not at all.

The larger the pink area in the circle, the greater the
chance of being cancer-free for the next seven years.

In the same way, the larger the blue area, the greater the
chance of the cancer coming back in the next seven
years."

Step 8. Cancer Free / Cancer 0 Read the patient the Cancer Free / Cancer Returns

Return Card Card with the patient.

* Review and discuss the information with the patient.

0 Ask if the patient has any questions

Step 9. Open First Window, • Pull Slider Tab 3 to the right.
second row

• Read the information behind the first window of the
second row beside Chemotherapy and underneath

Treatment Choices - Treatment Choices.
Chemotherapy

• Review the information with the patient

* Ask if the patient has any questions
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Administration of Standard Decision Board (con't)

Step 10. Open the second 0 Pull Slider Tab 3 to the right again
window, second row

0 Read the information behind the first window of the
second row beside Chemotherapy and underneath

Side effects - Chemotherapy Side Effects

0 Review the information with the patient

0 Ask if the patient has any questions

Step 11. Menopause Card a If it is relevant to discuss how chemotherapy may
effect menopause, please read the Menopause Card
with the patient.

0 Ask if the patient has any questions

Step 12. Open the circular • Pull Slider Tab 4 to the right
window, second row

Outcome - Chemotherapy • Reveal the probability wheel on the second row beside
Chemotherapy and underneath Outcome

Step 13. Discuss Probability • Describe the probability wheel again if necessary:
Wheels and what they
mean The circle describes the chance of remaining cancer-free

for the next seven years. The chances are based on the
information we have gathered on your type of cancer.

The pink are of the circle corresponds to the chance of
being cancer-free within seven years.

The blue area of the circle corresponds to the chance of
the cancer coming back within the next seven years.

We have no way of telling when it might come back; it
could be in several months or anytime during the next
seven years, or not at all.

The larger the pink area in the circle, the greater the
chance of being cancer-free for the next seven years.

In the same way, the larger the blue area, the greater the
chance of the cancer coming back in the next seven
years."

* Show the patient that the risk of the cancer coming
back has now decreased by (indicate appropriate
percentage) with chemotherapy

• Ask for if the patient has any questions
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Administration of the Standard Decision Board (con't)

Step 14. Cancer Free / Cancer 0 If necessary, hand the Cancer Free / Cancer Returns
Returns Card Card to the patient again

0 Review the information with the patient

Step 15. Two types of Explain to the patient that there are two types of
chemotherapy offered chemotherapy offered to patients in the same situation as

the patient and these are CMF and AC.

Step 16. Open the first window, a Pull Slider Tab 5 to the right
third row

• Read the information behind the first window of the
third row, beside CMF and underneath Treatment

Treatment Choices - CMF Choices

• Review the information with the patient.

• Ask if the patient has any questions

Step 17. Open the second • Pull Slider Tab 5 to the right again
window, third row

* Read the information behind the second window of the
third row, beside CMF and underneath Side Effects

Side Effects - CMF
* Review the information with the patient

* Ask if the patient has any questions

Step 18. Open the small 0 Pull Slider Tab 6 to the right
rectangular window
between the third and 0 Read the information behind the small rectangular
fourth row window between the third and fourth window.

* Review the fact that the chances of remaining cancer
Outcomes - CMF and AC free are the same with either type of chemotherapy.

a Point to the probability wheel above that relates to the
chemotherapy option.

* The choice between the two chemotherapy treatments
relates to the duration of treatment and the side effects
of each treatment.

Administration of Standard Decision Board (con't)
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Step 19. Open the first window, 9 Pull Slider Tab 7 to the right
fourth row

0 Read the information behind the second window of the
third row, beside AC and underneath Treatment

Treatment Choices - A C Choices

* Review the information with the patient

* Ask if the patient has any questions

Step 20. Open second window, * Pull Slider Tab 7 to the right again
fourth row

a Read the information behind the second window,
fourth row, beside AC and underneath Side Effects

Side-Effects - A C
0 Review the information with the patient

* Ask if the patient has any questions

Step 21. Point to the small
rectangular window Emphasize again that the chances of remaining cancer
between the third and free are the same with either type of treatment.
fourth row again f Point again to the probability wheel that relates to the

chemotherapy option above.
Outcomes - CMF and AC

Step 22. Summary 0 Highlight that there is no right or wrong answer

0 The patient is choosing between having chemotherapy
and not having chemotherapy

* Emphasize that if they do choose chemotherapy, they
have the choice of either CMF or AC and remind the
patient of the side effects and the benefits of each.

0 This choice is dependent upon the patient's preference
regarding the duration of treatment and the side effects
of each treatment.

* Each type of chemotherapy has the same benefit.

* Remember, their no right or wrong choice

Step 23. Hand the patient the 0 After the patient has been presented with the Decision
appropriate Take-home Board, she should be given the Take-home version of
version of the Decision the Decision Board that matches the Probability
Board Wheels presented as well as any information regarding

tamoxifen treatment.
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Take-home Version of the Standard Decision Board

Take-home version of the The take-home version of the decision board is an
Standard Decision Board exact replica of the decision board the patient was

administered and also includes the information
discussed in the optional cards (i.e., introduction,
decision board, cancer free / cancer returns,
menopause and summary).

It is very important that the patient receives the correct
take-home version of the Decision Board, otherwise
they may be very confused if the information they were
told by the doctor does not match the information they
were given to read.

Who receives the Take-home All consenting patients who are randomized to the
version of the Standard Standard Decision Board Arm of the Trial will receive aDecision Board? take-home version matching the information they were

presented regarding their treatment choice.

Appropriate Take-home version There are four different probability sliders that can be

of the Standard Decision board presented to patients based on their disease
characteristics, however, there are five different take-
home versions of the Decision Board. The reason for
the discrepancy is that some patients who are ER
negative have the same outcome probabilities as those
who are ER positive. However, patients who are ER
positive are presented information about tamoxifen
while patients who are ER negative are not. Therefore,
although the outcome probabilities presented are the
same, the other information varies and requires a
separate take-home version. The take-home versions
of the Standard Decision Board are colour coded so
that they can easily be distinguished from each other.
The colour on the front of the Take-home pamphlet
matches the colour indicated below and the colour
indicated on the back of the probability slider. The
version number on the bottom right-hand corner of the
pamphlet also matches the Probability Slider Number
presented.
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Matching the Take-home version with the administered Probability Slider

(Patients with the following combination of characteristics are not found on this table a they
generally are not offered chemotherapy: (ER+, < 1cm, any grade) OR (ER+, 1- < 2 cm, grade 1 or
2).

DiseaseTake-Disease Outcome Probabilities Wheel homeER .... Characteri sti'cs .................................. Sie
---ta-------u------------------------------------------------------- SliderStatus Tumour Tumour No Chemo Chemotherapy Number version

Size Grade colour

1-<2cm GliandGIll
-65% Cancer Free 75% Cancer FreeE R -. ....................................... . ................. B lu e35% Cancer Returns 25% Cancer Returns

-2 cm GI and GIl

50% Cancer Free 65% Cancer Free
ER- 2c Gill 2 Pink

50%4CaneerOReturns 35% ACAreer-Returns

1 -<3cm Gil
85% Cancer Free 90 % Cancer FreeER + ............................................................ Green
15% Cancer Returns 10% Cancer Returns

2 -< 3cm GI

1 - < 2 cm Gill
75% Cancer Free 85% Cancer Free

E R + ........................ 4 Y ellow
25% Cancer Returns 15% Cancer Returns

3 cm GI and Gll

65% Cancer Free 75% Cancer Free

E c35% Cancer Returns 25% Cancer Returns

DECIDE - C Operations Manual 30



Administration of the Computerized Decision Board

Before administering the Computerized Decision Board

Turn on the Laptop Computer * The laptop computer takes a while to warm up, therefore,
prior to seeing the patient as it it is a good idea to have it turned on and the Decision
takes a while for the computer Board Program loaded and already at the first screen
to warm up. before the patient is seen.

Prepare the appropriate Take- * There are five different take-home versions of the
home version of the Computerized Decision Board based on the patient's
Computerized Decision Board disease characteristics. The take-home version of the

Decision Board that matches the Probability Wheels that
will be presented to the patient should be out and ready to
hand to the patient after the presentation of the Decision
Board (see Take Home Version of the Computerized
Decision Board section of this manual).
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Administration of the Computerized Decision Board

The computer decision board is quite user friendly once you get the hang of moving around in it.
The programming allows flexibility to move anywhere you want to go with one click of the mouse.

Open the Computerized
Node Negative Decision
Board by double clicking on
the icon that loks like a
torch and is cailed
"Node",DB".

The Decision Board for Chemotherapy
Step 1: for Node-Negative Breast Cancer

No Chemotherapy vs CMF vs AC

* On the opening screen An aid for patients and their oncologists to help with
use the mouse to click on decisions about chemotherapy for breast cancer
the patient specific
disease characteristics
including; ER status-, I)E _ _
tumoursize and tumour 2) Sz: ý 1 j r 1-1.9 an~ r 2-2, 9rn r 3+ an1

g ra d e - ---.... .... ... .. ... .. .. ..
)Grade: C' 1 II 1i1

(C) CQpMI1 1999-2001 by RSebatdt.TM elsn, AGaIr

Produced dudsivly for the Hmatn Regiom[ Caner Centre
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Administration of the Computerized Decision Board (con't)

Step 2a:
The Decision Board for Chemotherapy

*For ER positive patients,foNoe egtvBratCn rnoticathat a large-dark greyfoNde egtv BratCn r
arrow 'appears- guiding you No CheMmohray VS CMF VS AC

to twod-options: aid for patients and their oncologists to help with
ddec s about chemotherapy for breast cancer

*Chemotherapy with
tamoxifen, and

*Chemotherapy without th eaiv oi
tamoxifen r- ~ ,*119.. -~~

*Click on the appropriate .rjotaII 'Ill

box, depending upon the__
patient's choice regarding (C ,)GWl ty 001U by R10ebadt.TWhe lai 1A G 1af

takinq itamoxif~en..mdnDO&SM

wilTop enupeyo andte precurencen
rcrecrates that feele shrw n thentSeifcDeal
apoutcome for tes ptin,.o

mostep 2bn The Decision Board forChmoheap
yor haeR inptegative patients fol od-eatvpBes.Cne

theisf~e i ll dp cappceartis. NoNmo Chum to theapy vs C50 s A

Yil opup ainotc that ycurarenc
guided tha only oe bsoxm An aitohainsanehi nooisstepwt

entitled~Th TM hmteayDecision aBout d c o hemotherapyfobratcne

Options" because
Tamoxifen is not a
treatment option forI)E:n
patients-with ER negative rharraI Cw

disease.

(c) Co~iot 1999-2001 by R.SebaldtT.Mielan- A.Gafrd
FPro~xod o~0usryelyftorlthe Harrilon Regional Cancer Canlre

P.QPPS~~ Cc&POdon 4bmOt.S
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Administration of the Computerized Decision Board (con't)

intro i Menopause and nrdDeciion oard Breast Cancer

Step 3:No Chemo an

Read the introduction Recently, you had surgery for cancer of the breast The surgeon
with thie patient. : removed either the cancerous lump (called a lumpectomy)

Schemt pte . or the breast with the cancer (called a mastectomy) and
some of the lymph nodes or glands under your arm.

Note that the Introduction No cancer has spread to these nodes.
panel poEven though the cancer was removed, we know from otherpanel autmaticay pops up CMF patients like you that there Is a chance the cancer Will

once the appropriate option come back. It may come back In the breast or on the chest
is chosen from theopening .. wall where the surgery was performed (local recurrence)is tor It may come back In other parts of the body, such as
screen. AC the bone, lung or liver (distant recurrence).

- Cancer that comes back In the breast or on the
chest Wall can be treated with further surgery.

*• Breast cancer that comes back In other parts of
"eneral the body can be treated but usually cannot be cured.

Info

Step 4: •. ..... ....
Se 4: Introdiuction Tejiw'_ad Menopauie and Summary

* Read the Decision Board ,, n *,

Description with thoX
patient

* You will notice that the - To present the information in a more detai y

Decision Board panels (2 1 iem we will use a computer-based n Board.
pages)automatically scroll - Using this board, we will nt the following:

_____ a descrIption of "flit atment choices,throughafterthe * the side of each choice, and

Introductioni- • the ou e(chance of recurrence) for each choice.

- se ask questions if anything becomes unclear to you.

To exit the Introduction and
Decision Board panels simply -;

zlick the red X in the top right
of the screen. I

ii Description of Choice SideEfects of Choice Outcomes for Choice

Step 5: Nhe

* Open the "No Chemo" .

Treatment description. chemo

Generail ~'
Into Mau/3
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"Administration of the Computerized Decision Board (con't)

Stp6Description of Choice) Side Effects of Choice Outcomnes for CocStep 6:

No Cherno
* Read ,edescliption for""No SWhat happens if I decide not to have ehemotherap.••v"j

Chm th.py..tep..nt• Follow-up at the Cancer Centre on a r basis
a Physical examination

Ask~ ~ if th ain•a n Blood work (at somev

Ask if the patient has any m: :..: • Yearly mammogram
questions. Othertests, if fels they

To exit any panels opened from
the main decision board screen,
simply cvick anywhere within the ___: _

screen or dick the red X. General

Info

Description of Choice Side Effects of Choice Outcomes for Choice

No Chemno

Step 7: Che"o

* Open the "No Chemo" side
effects window. CP

Step 8: p A--F- ;

AC s ½{ 4
s

Step 8: Description of Choice Side Effects ofchowe Outcomes for Choice

* Describe to the patient that T:-1 -1

becau se no chemotherapy No Ch

would be given, she would No chemotherapy side effects

experience no side effects
related to chemotherapy.

+ However, if the patient is
taking Tamoxifen, there
may be some side effects
associated with that AC

treatment. 
A

General
Info
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Administration of the Computerized Decision Board (con't)

- s~ Description of Choice Side Effects of Choice Outcomes for Choice

I
Step 9:

* Open the "Outcome" Cei
windoW for "No ChUeo".

i. :CMF

AC ::?!

General I:)X,>J zIn::: fo:

Step 10: Descrption ofChoice Side Effects of Choice Outeftee for Choice

+ Discuss!.prdbbility N K:

wheels-and what they=" What are the chances of each outcome with NO chemotherapy?.

mean.

Step 11: t 5outof evry 0

• Open the "Cancer Free'" 3 3 outof•every' , women

description by clicking onf AC returns

the i "icon across from _ _

the pinkportion of the pie. G •a

Info

Step 12: Description of Choice Side Effects of Choice Outcomes for Choice

X
-edthe information N hm

contained in the ý'Cancer .

Free" panel with the
-Alltests an eaintons in the comin$g 7 years at you arepatient. Cherno ...

Ask if the patient has any -venthough all the eso yo:uarecaner free, fromi
questonstimeto tme, worr aut theca coi back

To close -the "Cancer F-ree" A

panel simply dick on the lower
red X across from the blue
"CANCER FREE" title. General
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Administration of the Computerized Decision Board (con't)

vrý' Description of Choice j Side Effects of Choice CrtJcomne- for Cho~ice
Once the Tmrancer free" panel

automatically -come bac to

the "No C-hem.oltetwapy What are thec chances of eaachl Outcome With NO chemotherapr.

Outcomes" screen.

Step 13: Mfreaotoevr 0wmn

*Open the tCancera
Returns~'description by
clicking, on the "1  

__"_icon

across from the blueGera
portion-Df the pie. Info

Step 14: Dlescription ol'Choice Side Effects of Choice OutcoeCns for Choice

Read the information No Choo 4-> sj;y
contained in the:"Cancer CNE EU,,

Returns" panel with the -

patient. Cherri * Breast cancer may come back in the next 7 yea
*Breast cancer can come Jback In the reast: or

Ask if the patient has any *When cancer returns' breast or on the chest wall, it is often

questons.wor et it is usually removed by a surgeon.

___________________________often be successfully treated.
To cose he "ance Retrns"AC Breast cancer can come back in other parts of the body, such as

panel simply -click on the lower - Many women whose cancer comes back in other parts of the body
red X across fo th blereceive further treatment chemotherapy, hormonal therapies,

'Co I N E Fttle. bluera radiation therapy and/or pain medication.
tANC R $ EE'info *Unfortunately, patient whose breast cancer comes back In other

_____partsofthebodycan be treated but usually cannot be cured.

Description of Choice Side Efcsof Choice Outcomies for Choice

No Ciemfo

What are the chances of each outcome with NO chemotherapy?

Exit out of the "No Chemno

.Chemotherapy Outcomes" _ _ _

scee y likngaywhere frer65 o1t of every 100 women
within the screen -or clicking the CMF

red X.__ __

cancer35 out of every 100 women lN

AC returns

General
Info
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Administration of the Computerized Decision Board (con't)

Description oiChoice Side Effects of Choice Outcomes for Choice

Notice that the outcome pie
remains onthe main decision No Chermo

board once ithasbeen ....... ..... _......

opened.

Step 15:

* Open the Chemotherapy AC

Treatment Description <.
window. Genra -

Info

Step 16: ------

* Read the description for No Chemo

"Chemotherapy" to the What is chemotherapy?.

"patittent., i A treatment program of drugs that fight cancerpatient.1. : •
f; Cherno How is chemotherapy given?Combination of 2 or 3 drugs given together, as either

Ask if the patient has any Injections (at the Cancer Centre) and pills (at home), orAs inefin only (attn the Caceynte
questions, Drugs are given In "treatment cycles"

CMF 9 Each "treatment cycle" lasts 3-4 weeks
S.... • -a During each "treatment cycle" there are 2-3 weeks when

no chemotherapy is given
* Each "treatment cycle" Is repeated 4-6 times

AC - It takes 3-6 months to finish all the treatment cycles
What happens after finishing chemotherapy?

"" Follow-up at the Cancer Centre on a regular basis
Gener;, e Physical examination
General t* Blood work (at some visits)

Info - Yearly mammogram
"" Other tests, if necessary
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...... ... .: ...

Step 17: outfiw-

Open, toe "Side Effects of,.,t.fo,.frC.c

Chemotherapy" window.

AC]

General
Info fe

Administration of the Computerized Decision Board (con't)

Description of Choice Side Effect,, of Choice Outcomes for Choice

NoChemo 5A A5 5 haA

Step 18: r- Side effects can occur with any type of chemotherapy:

Chnio: *• Loss of energy and tiredness

* Read and dsibe~the * Loss of hair or thinning of hair over the entire bodyR Stomach upset (nausea) and vomiting
side effects that the e Mouth sores (tenderness)

eCM * Weight gain
Spatient couid experience - Sad or unhappy moodswith chemotherapy. U,,i,

. Early menopause
AtAC . Diarrhea or constipation

Ask if the patient his any .Low blood counts
questions. .... -Infection which may require hospitalization

__ __ __ __ _9 Blood clots

General Very aM
Info e Leukemia

- Heart damage

Description of Choice Side Effects of Choice jOutcomes for Choice

Step 19:

* Open the outcome
window for i Chemo; 3-C
chemotherapy treatment.

CMF ~ ~ AAk5~5t.. .~~' A.~

AC ''

General
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Stp 2 :Descniption of Choice jSide Effects of Choice Qutcornes for Choice

*Ensurethat the patient T1. ~~.~ 4~~
understands theNohm * '''½
probabiliy wheels and What are the chances of each outcome WITH chemotherapy?

what fthy mean.

If required upen the "Cancer* CMF

F re e" a nd "Cancer Returns____
descriptions by clicking on cancer n'euter 10o
the " i "icons across the
outcome pie and review the____
info rmatiopi wfth the- patient..Gnr

Administration of the Computerized Decision Board (con't)

SDescription of Choice Side Effects of Choice Outcomes for Choice

No Cherno

S tep 21:__ _ _

*Open JheCMF Description hrof.

panel

D~I escriptioni of Choice Side Effects of Choice outcomes for Choice
Step 22:

*Read and explain the CMIF No ClieoroDIIw2.0w4w6w M7Chemoetherapy description _____ 0mw 2 0__
to the pafiet. %h %. % I

Ask if the patient has any
questions, * . 4 j _moth

-"Treatment cycle" lasts 4. weeks
3 chemotherapy drugs:

"* Cyclophosphamide
- pills taken by mouth

AC -every day for first 2 weeks of each treatment cycle
"* Methotrexate and Fluorouracil

-given Int~ravenously
-two tmes: Day Iof first week and Day Iof seconid

General week In ea~ch treatment cycle
Info - takes about 20Oinlnutes to receive Intravenous drugs

e Treatment cycle Is -repeated 6 times for a total of 6 monU,,I
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4

Step 23:iun acnptio e Side Effects of Choi Outcomes for Choice0
444

*Review-the CMF specific. No Chemo

side effects with thepatient . 1s
and explain the. information "For every 10 women, common side effects "I occur in:

provided in thetgraph.,

Ask if the patientlhas any L i
questions. 0. .0•M

AC P1U~k'O@)46nO

S _ - With CMF, very few women will experience serious side
effects such as infection (10 in 1000), leukemia (2 in 1000)

General or heart damage (virtually none).
Info

Administramnofthe Computerized Decision Board (con't)

_______________________________Descniption of Choice Side Effects of Choice Outcome's for Choice

Step 24:

• Open tie CMF.Outcome _____. .
paneL - M......

::General ~ ~<<I -s-<~<-.

Cem

Step 25: ~Osrpino hieISd fet fCoc o ~oc

* Explain that the chances of i: o€,m :
remaining .cancer free are No etn -«-:~<

the SAME-with-either tpeof !::: ::
chmtherapy/ the atinthe The chances of remaining cancer free

may othoose. a re the SAME with
•;•÷!:::-i •:-•:•either type of cttemothterapy.

You may warntto r~efer back to • ••,:,CMF
the outcome pies shown earlier. •ii:

X Gd v"enere
Ilfo
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Description of Choice Side Effects of Choice fOutcomes for Choire~ol

No Chemno CW1 ,~f

Step 26:

* Open teAC
Description Panel. " T M1 d

AC

Generl
i: Info " ov- ~

Administrat• n of the CDecision Bord (con't

1 Destenptjion of Choice Side Effects of Choice Outcomes for Choice

Step 27; . e
: W**& I -- Mhmme~ - _

No ChM.Mmewu

* Read and explIain AC Whe42 N. j- V -x4=M
Chemot rapy ____I___

Treatmmettto the patient 3 months

CMF
- "Treatment cycle"Jasts 3 weeksAsk for and answer any - 2 chemotherapy drugs:

questions -the patient may* Adriamycin and Cyclophosphamide
have. -' -,given intravenously

- one time only. first day of each treatment cycle-takes about 60 minutes to receive Intravenous drugs

* Treatment cycle Is repeated 4 times for a total of 3 months

General
Info

t

DecntOpen the AC side effects
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Desripionof hrycý Side Effects oChie Outcomes frCoc

No Chemo

Step 29:
-For every 100 women, common side effects will occur in:

* Review the side effects Che•o ..... -:-- --

ChemDrizierapy with that CMF-

patient 27rT

questions. *Wt

Ask forad serayc _

With AC, very few women will experience serious side
effects such as infection (20 in U)000, leukemia45 in 1000)

General or heart damage (2 in 1000).
Info

Administrd~ n or f the 4csim o l d -(Cant)

Description of Choice Side Effects of Choice Outcomes for Choica,

No Cheno e

Step 30:

+ Open the AC
Outcomes panet CNI : M

General

Description of Choice Side Effects of Choice 'Outcomnes for Choice

7: :1 :

Step 31: N Ce . , '

* Explain that the _____

chances of remaining
cance free are theCheo The chances of remaining cancer free

SAME vAh either type ____, are the SAMEwithf chmlh either type of chemotherapy.

patientmay choose. CMF

You may want to refer back
to the outcome-pies shown
earlier.

General
info
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..m. Description of Choice jSide Effectsý of Choice Outcomes for Choice

No Chemno ,

Step 32:

Open the-Surnmary paneL

r 4 "-AM kt tp

General4
In~fo

Admninistraftin -of thve Comnputerized Deiion-Board fvoitl)

The ... rd Menopause and umr

Introdution Te csion Bar Breast Suancer

Step 33: No Chm x

* Read the inforation *We have discussed your choices of no chemotherapy or
contained inthe chemotherapy, tihe side effects associated with each choice,
Summary pailwt h Chemno * and the chance of cancer returning for each choice.

__________ Chemotherapy reduces the chances of cancer returningpatientbut is associated -with side effects.

CMF 4We have discussed two types of chemotherapy, CMF and AC.
The Summary panel4 is two Each reduces the chance of cancer returning by the same

_______ amount, but they havedifferent side effects.pages long. CFhsls arts u at o ots
ACM has moes hair loss but lasts for 6 months.

Ask for and anwe any AC

questions the patient may era

have.Gera
I Info

Step 34:

* Provide the patient with the
appropriate take iorne version
of the computerized decision
board that matches the
outcome probabilities
presented.

* See the WMatching the Take-
home Wesion With the patient's
disease characteristics" section
belovV.
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Take-home version of the Computerized Decision Board

Take-home version of the The take-home version of the decision board is an exact
Computerized Decision Board replica of the decision board the patient was administered

and also includes the information discussed in the optional
cards

It is very important that the patient receives the correct
take-home version of the Decision Board, otherwise they
may be very confused if the information they were told by
the doctor does not match the information they were given
to read.

Who receives the Take-home All consenting patients who are randomized to the
version of the Computerized Computerized Decision Board Arm of the Trial will receive
Decision Board a take-home version matching the information they were

presented regarding their treatment choice.

Appropriate Take-home version There are five take-home versions of the computerized
of the Computerized Decision decision board. There are different versions because they
Board are based on the patient's disease characteristics and

whether or not they would be considered for Tamoxifen
therapy. The take-home versions of the Computerized
Decision Board are colour coded so that they can easily be
distinguished from each other. As with the Standard
Decision Board take-home versions, the following criteria
identify which patients receive which take-home version.
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Matching tile Ta•--e -me-vem.i with the lpebent 1sdi eeaee character stics

Disease Outtome PFobabfIties Take-
jER Characteristics -- me

Status Tumour Tumour No Chemo Chemotherapy vesour

sine ýGrde zlu

I - <-2cm GA and GIl
65% Cacer Ffee 75% Cancer Free

.F-R 35% Cancer Returns 25% Cancer Returns
_2cm Giand G1

50% Cancer Free 65% Cancer Free

ER -G14 50% Cancer Returns 35%Do Cancer Returns 2

1-<3- -an Gii
85% Cancer Free 90 % Cancer Free

1-5% Cancer Returns 1I% Cancer Returns
2-<-3cm GI

S-2-cm Gilt
75%,Canverffee B5W Cancer Free
25% Cancer Returns 15% Cancer Returns

Ž_ 3 cm- Gland GII

-65/oCancer•free 75% Cancer free

D ER + 2peration35% Cancer Returns 25%6 CancerReturns
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Take-home version of the Computerized Decision Board



Organizational Structure (con't)

Supportive Cancer Care The SCCR Unit is located at the Hamilton Regional Cancer Centre
Research Unit in Hamilton, Ontario. The SCCR Unit is responsible for the overall
(SCCR Unit) study execution, including case report form development, data

collection, review, and analysis; development of a study database
and quality assurance.

Steering Committee . The Steering Committee is the major decision making body for the
study.

Steering Committee Tim Whelan SCCR Unit,
Members Hamilton Regional Cancer Centre,

Hamilton, Ontario

Mark Levine Hamilton Regional Cancer Centre, and
McMaster University, Hamilton, Ontario

Amiram Gafni Centre for Health Economics, McMaster
University, Hamilton, Ontario

Jim Julian Henderson Research Centre, McMaster
University, Hamilton, Ontario

Peter Ellis Hamilton Regional Cancer Centre,
Hamilton, Ontario

Richard Tozer Hamilton Regional Cancer Centre,
Hamilton, Ontario

Mary Ann O'Brien SCCR Unit,
Hamilton Regional Cancer Centre,
Hamilton, Ontario

Shelley Chambers SCCR Unit,
Hamilton Regional Cancer Centre,
Hamilton, Ontario
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Adjudication Committee

Adjudication Committee The adjudication committee has the primary responsibility of
determining the eligibility of patients for this trial. If required,
each member of the adjudication committee will review the
eligibility criteria of a patient and determine if she actually met
the criteria.

Members of the . Still to be determined.
Adjudication Committee
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Recruitment I Randomization

Patient Screening .All patients who meet the inclusion criteria for the trial will be
screened for eligibility and recorded on the Eligibility
Assessment Case Report Form (CRF).

Inclusion Criteria All answers must be YES to be recorded on the Eligibility

Assessment CRE.

The patient:

"* Is female

"* Has histologically documented invasive carcinoma of the
breast treated with modified radical mastectomy or
l u mpectomy.

"* Has had an axillary node dissection with all lymph nodes
negative for metastatic disease.

"* Has chemotherapy alone or in addition to tamoxifen as an
appropriate treatment option.
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Patient Eligibility

Exclusion Criteria All answers must be NO for the patient to be eligible.

The patient:

"* Requires further surgical treatment.

"* Has an overall tumour size of _< 5.0 cm in largest dimension.

"* Has clinical evidence of metastatic disease.

"* Is a candidate for CEF chemotherapy.

"* Has serious comorbidity (e.g., cardiovascular disease, renal
disease, etc.), that would preclude her from receiving
chemotherapy treatment.

"* Is unable to speak or read English fluently.

"* Is mentally incompetent including any psychiatric or addictive
disorder that would preclude shared decision- making.
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I

Informed Consent

Patient Information and It is the responsibility of the Investigator to ensure that the
Consent patient has been given both written and verbal information

regarding the objectives and procedures of the trial. The
patient must be informed about their right to withdraw from the
trial at any time. If the patient should refuse to participate in
the trial, she should be ensured that she will receive optimal
and appropriate care and that her decision will not prejudice
any further treatment she may receive.

An explanation of whom to contact with questions or concerns
will be given.

It should be pointed out that any personal identifying
information will not be published and will be kept strictly
confidential.

Obtaining Informed * After the Medical Oncologist has informed the patient about
Consent the trial, she will be asked if she is willing to participate in the

trial.

* The patient must sign and date the Consent Form. A witness
(other than the Investigator) must also sign and date the form.

Filing the Consent Form * A copy of the signed and dated Consent Form must be kept in
the patient's chart.

Consent Form * A copy of the Consent Form is on the next page.
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Decision Board for Early Breast Cancer

CONSENT FORM FOR PARTICIPANTS

Why is this study being done?

Research shows that patients have a desire for better communication with their doctors.
Women with breast cancer have shown a need for more information about their disease and
desire to be more involved in making decisions about their care. The aim of this study is to
improve the transfer of information between the doctor and the patient and to improve
decision making for women with breast cancer.

What is the study about?

A decision aid, called the Decision Board, has been developed to provide information to
patients about treatment choices in breast cancer. It also helps patients make decisions about
their treatment choices. The information provided on the Decision Board is based on high
quality research results. With more treatments becoming available and a desire for detailed
information, there is a need to present the various choices to women in different ways.
Presently, the standard Decision Board presents written and pictorial information about
treatment choices. A computer version of the Decision Board allows information to be
personalized for each woman's own needs.

This study will test a computer version of the Decision Board. The computer version will be
compared to the standard Decision Board. It will try to answer important questions. How
well do patients understand the information? How satisfied are they with the information?
How satisfied are they with the way the Decision Board helps them make a decision?

We would like to invite you to take part in this research. At the moment, we do not know if
there is a difference between the standard Decision Board or the computer version. The only
way to know whether there is a difference between the two presentations is to compare
similar groups of patients at the same time. The only fair way to decide which presentation
the patient gets is to decide this by chance, a method called randomization (like tossing a
coin or picking a

Participant's initials: Witness' initials: Date:
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number from a hat). This will be done by a computer to ensure that there is an equal chance
of each patient receiving a particular presentation. If you agree to take part in this study, the
research assistant will find out which presentation you will get by calling the research office.
The benefit to taking part in this study is that women will be assured of receiving all

information about their breast cancer, outlook and choices for treatment. There is no
specific risk associated with participation in the study. Your choice of treatment will take
place regardless of which Decision Board version is presented.

What is your involvement in the study?

If you agree to take part in this study, the doctor will explain your treatment choices at your
appointment using the standard Decision Board or the computer version. A few days
following your visit, you will be contacted by telephone, or at your next scheduled
appointment, by the research assistant. You will be asked about your breast cancer and the
different treatments available. You will be asked about the benefits and risks or side effects
associated with the different treatment choices. You will also be asked about your
satisfaction with the information presented and the decision-making process. Some basic
information about your personal characteristics will also be collected. This interview will

take about 15 minutes. There will not be any more involvement on your part following this
interview. There will be no cost to you for participation in the study. You will receive a
copy of the consent form.

Participant's agreement to take part in this study:

I have read the information about the Development and Evaluation of Computer-based
Versions of the Decision Board for Early Breast Cancer Study.

I agree to take part in this study with the understanding that information will be collected
and used for research purposes only and will be treated as confidential. No participant
names will be identified in any report of this study. I have been informed about the purpose

of the study. I know that I am under no obligation to participate and may withdraw at any
time. My present or future medical treatment will not be affected in any way if I choose not
to take part in this study.

Representatives from the U.S. Army Medical Research and Materiel Command may inspect
the records of the research in their duty to protect human subjects in research.

You should also understand that this is not a waiver or release of your legal rights. You
should discuss this issue thoroughly with the Principal Investigator before you enrol in this
study.

Participant's initials: Witness' initials: Date:
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If you have any questions about the study, please contact the Principal Investigator, Dr. Tim
Whelan at (905) 387-9495, ext. 64501 or the Research Coordinator at (905) 387-9495, ext.
64510.

The name of an individual not directly involved in this study who can provide answers to
questions about my rights as a research subject is Leslee Schynal who is located at the
Hamilton Health Sciences Corporation, Henderson Hospital, 711 Concession Street,
Hamilton, Ontario, telephone number (905) 389-4411, Ext. 42136.

Participant's name: (Please use block letters.)

Participant's address:

Participant's signature: Date: / /

dd mimm yy

Witness' name: (Please use block letters.)

Witness' signature: Date: / /

dd mmm yy

END OF FORM

DECIDE - C Operations Manual 13



DECIDE - C

Schemata

Do not approach
Patient has a YES answer to NO patient, do not

all Inclusion Criteria complete Eligibility
Assessment CRF

YES•

Indicate patient is not
Patient has a NO answer to NO eligible on the

all Exclusion Criteria Eligibility Assessment
CRF

YES

Patient does not
NO consent. Complete

Patient Consents to Trial Eligibility Assessment

YES~, CRF

Randomize Patient
(page (905) 546-9071)

Standard Decision Board Computerized Decision Board

-Presentation of Allocated Decision Board

Patient given Take-home version of
Decision Board

At one week appointment, first day of 1
chemotherapy treatment, by mail or
telephone I

Completion of:

"* Demographic Information Questionnaire
"• Physician Satisfaction with Decision Board Questionnaire
"• Patient Acceptance of Decision Board Questionnaire
"• Patient Understanding about Breast Cancer and Chemotherapy Questionnaire
"• Patient Satisfaction with Information and Decision Making Questionnaire
"• Patient Difficulty with Choice Questionnaire
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Ineligible Patients * Patients who do not meet the Inclusion Criteria

Patients who have a "NO" answer to at least on Inclusion Criteria
are not eligible for the trial and should not be approached for
informed consent to the trial. An Eligibility Assessment CRF
should not be completed for these patients.

* Patients who meet at least one Exclusion Criteria

Patients who have a "YES" answer to at least one Exclusion
Criteria are not eligible for the trial. An Eligibility Assessment
CRF must be completed for these patients, however, these
patients should not be approached for informed consent to the
trial.

Non-consenting patients If a patient is eligible for the trial but does not consent.

"* Complete the Eligibility Assessment CRF.

"• Indicate the reason that the patient did not consent to
the trial.

"• Sign and date the Eligibility Assessment CRF.
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Patient Randomization

When to Randomize a 0 Once a patient is determined as eligible to participate in the
patient trial (i.e., met all of the Inclusion Criteria and did not meet any

Exclusion Criteria) and has signed and dated the Consent
Form, the patient is eligible for randomization.

0 The patient must be randomized prior to any discussion
regarding adjuvant systemic therapy.

Prior to Randomization * You will need to have the following information available prior

to calling to randomize the patient:

"* The patient chart number

"* The patient initials

"* Name of the Medical Oncologist treating the patient

Who to call for The Supportive Cancer Care Research Unit will be responsible
Randomization for the central randomization of all patients into the trial. Please

page:

905-546-9071

key in the telephone number where you can be reached.

If your page is not answered within a few minutes, please call:

905-387-9495 ext. 64510 or 64501

and the SCCR Unit Staff will assist you.
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Patient Randomization (con't)

Process of Once you have reached an authorized SCCR Unit staff member,
Randomization you are ready to randomize the patient.

"* You will be asked to supply:

"• The patient initials

"* The patient's chart number

"* The patient's Medical Oncologist

"* The date of randomization (today's date)

"• You will be given (and must record on the Eligibility
Assessment CRF):

"* The Patient Study ID Number (PID)

"* Decision Aid Arm to which the patient will be allocated,
either:

"* Standard Decision Board, or

"• Computerized Decision Board

Study ID Number The Patient Study ID Number is a 4-digit number which
incorporates a one-digit Centre ID number and a three-digit
sequential patient number and is in the form of:

Centre Patient Number

The Patient Study ID Number is to be recorded at the top of every
CRF page and on each page of any source document.

Randomization Log The Randomization Log sheet is found in this binder and is
comprised of multiple pages to record all patients randomized to
the study. The patient name, study ID and date of randomization
are to be recorded in this Log. This Log provides a means for
you to connect the Study ID number with the patient name.
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Decision Aid Board of the Trial

Standard Decision Board The Standard Decision Board is a visual aid with both written
Arm and graphical information that is approximately two and one-

half feet wide and three feet tall. It has information windows
that are initially closed. The windows are systematically
opened to present the information on the two treatment
options, related side effects and outcome probabilities.
When all of the windows are eventually opened it allows the
patient to compare the treatment options. The instrument
also consists of additional information that is presented to
patients on separate information cards.

Computerized Decision The Computerized Decision Board is similar to the Standard
Board Arm Decision Board except for the fact that the decision board is

presented using a laptop computer. Upon opening the
decision board program on the laptop, there will be "windows"
that have the appearance of being closed. These windows
will be systematically opened to present the two treatment
options, related side effects and outcome probabilities. When
the windows are closed, highlighted bullet points emphasizing
the main points in each window will remain on the screen
giving the appearance of open windows, similar to the
Standard Decision Board.

Sample Size • There will be 100 patients randomized to the trial, with 50%
randomized to the Standard Decision Board Arm and 50% to
the Computerized Decision Board Arm.
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Schedule of Study Events

Timing of events

Immediately 1 week after
Prior to Immediately after Decision week ar
Randomization atr - Board Dcso orRandomization PresentationPresentation

Eligibility Assessment X

Signing of Consent Form X

Presentation of Allocated
Decision Board

Baseline Assessment X

Demographic Information
Questionnaire X

Take-home version of
Decision Board given to X
patient

Physician Satisfaction
with Information Transfer
and Decision Making X

Questionnaire

Patient Acceptance of
Decision Board X
Questionnaire

Patient Understanding
about Breast Cancer and
Chemotherapy X

Questionnaire

Patient Satisfaction with
Information and Decision X
Making Questionnaire

Patient Difficulty with
Choice Questionnaire X
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Administration of Standard Decision Board

Before Administering the Standard Decision Board

The Probability Slider * Is a vertical panel that contains two probability wheels. The
top probability wheel reflects the chances of the patient
remaining cancer free (pink section) and of the cancer
returning (blue section) if the patient chooses not to undergo
chemotherapy treatment. The bottom probability wheel
reflects that chances of the patient remaining cancer free or
having the cancer return if she chooses to undergo
chemotherapy treatment.

Choosing the correct There are four different probability sliders, each of which
probability slider reflect the probabilities based on the patient's disease

characteristics. The probability wheel that matches the
patient's risk factors should be inserted into the Decision
Board prior to administering the board to the patient. Each
probability slider is numbered on the back.

The chances of a patient remaining cancer free or having the
cancer return are based on many disease characteristics.
The table on the next page indicates the disease
characteristics and the probability slider number that
correspond to those characteristics. Match the patient's
disease characteristics with the characteristics on this table to
choose the correct probability slider.
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Before Ad 4he Standard-Decision Beofrd 1con't)

Disease Characteristics and the Probability Slider Number

(Patients with the following combination of characteristics are not found on this table a they
generally are not offered chemotherapy: (ER+, < cm, any grade) OR (ER+, 1- < 2 cm, grade 1 or
2).

Disease Characteristics Outcome Probabilities Prob.EF Slider
Status Tumour Tumour -- No Chemo' C h Number

Sie OaeN hm Chemotherapy NumberSize Grade _________

1 - <2 crn GGlland
Gill 65% Cancer Free 75% Cancer Free

ER .
35% CancerRetums 25% Cancer Returns

2 cm G1 and Gil

.50% Cancer Free 65% Cancer Free
ER- >2cm Gill 2

50% Cancer Returns 35% Cancer Returns

1 -<3cm Gil 85% Cancer Free 90 % Cancer Free
ER + 3

15% Cancer Returns 10% Cancer Returns
2-<3 cm GI

1 - < 2cm Gill
75% Cancer Free 85% Cancer Free

ER + 4
25% Cancer Returns 15% Cancer Returns

3 cm GI and GII

65% Cancer Free 75% Cancer Free
ER + Ž2cm Gill 1

-35% Cancer Returns 25% Cancer Returns

For ER + patients, the "Cancer Free" probabilities are for patients receiving tamoxifen but not receiving
chemotherapy
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Before Administering the Standard Decision Board (con't)

Inserting the Probability The Probability Wheel slider is inserted vertically into the slot
Wheel into the Decision at the top right hand-side of the Decision Board. When
Board inserting the Probability Wheel the wheels should face toward

the front of the board. Note that the probability slider number
and appropriate take-home decision board colour are
indicated on the back of each probability wheel slider.

Familiarize yourself with . See the diagram indicating the Tab numbers for each
the Tab numbers on the horizontal slider on next page.
horizontal sliders

Prepare the appropriate There are five different take-home versions of the Decision
Take-home version of the Board. The take-home version of the Decision Board that
Decision Board matches the Probability Wheels presented to the patient should

be out and ready to hand to the patient after the presentation of
the Decision Board. See the Take-home version of the Decision
Board section.

Laminated information + The laminated information cards are stored at the back of the
cards Decision Board in a plastic pouch. Pull all of the cards out of

the pouch and have them ready and in a convenient location
to go over with the patient.

+ The Cards that are available are:

Introduction

Decision Board

Cancer Free / Cancer Returns

Menopause

Summary

All Windows Closed * Ensure that all information windows on the Decision Board
are closed before starting the presentation of the Decision
Board.
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Tab Numbers on the Standard Decision Board

Z ] Probability Slider

~ent~hoSide Effcts m TaIT reatment Choices 'e•e' outcomo

0 Tab 1
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Tab 6

_ Tab 7
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